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The contractor shall provide all personnel, 
facilities, equipment, material, services, 
and supplies (except as may be expressly 
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{Cont 


pages) 
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DATE OF ORDER [CONTRACT NO. ORDER NO. 
07/13/2012 JHHSF223201010014B HHSF22312007 


QUANTITY 
ACCEPTED 
(9) 


ITEM NO. SUPPLIES/SERVICES QUANTITY|UNIT UNIT 
PRICE 
(a) (b) (c) | (@) (e) 


set forth as furnished by the Government) 
and otherwise do all things necessary and 
incidental to FDAOs CBER Office of 
Biostatistics and Epidemiology Project in 
accordance with the Statement of Work 
(SOW), and the contractor's technical and 
price proposals dated June 27, 2012. 
This is a Firm-Fixed Price Task Order. The 
period of performance for Tasks 1-3 is 
September 28, 2012 through November 22, 
2012, with one (1) four-week optional task 
(Task 4). The not to exceed amount for this 
task order is The agencyUūs 
intent to exe 1. Task 4 is 
contingent upon available funds and 
successful contractor performance. 
Tasks 1-3 (September 28, 2012 through 
November 22, 2012) 
Labor: 
Travel: 
Total: $549,469.33 
Task 4 (optional) (November 25, 2012 
through December 20, 2012) 
Labor: 
Travel: 
Grand Total (base and all optional tasks): 
Admin Office: 

DHHS/FDA/OAGS/DCSC 

ATTN: Elvis R. Colbert 

5630 FISHERS LANE 

ROOM 2129, HFA-500 

ROCKVILLE MD 20857 
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Appr. Yr.: 2012 CAN: 6998582 Object Class: 
252Z CenterTag: S50038S252Z0000 

Period of Performance: 09/28/2012 to 
12/20/2012 


Tasks 1-3 (September 28, 2012 through 549, 469.33 
November 22, 2012) 


Labor: 
Travel 
Total: $549,469.33 


Period of Performance: 09/28/2012 to 
11/22/2012 


Task 4 (November 23, 2012 through December 
20, 2012 ) 


(Option Line Item) 
ce: 11/23/2012 to 


Period 
12/20/2012 

522217-9 OPTION TO EXTEND TERM OF 
CONTRACT (Mar 2000) 

(a) The Government may extend the term of 
this contract by written notice to the 
Contractor within 15 days of contract end 
date; provided that the Government gives 
the Contractor a preliminary written notice 
of its intent to extend at least 60 days 
before the contract expires. The 
preliminary notice does not commit the 
Government to an extension. 


(b) If the Government exercises this 
option, the extended contract shall be 
considered to include this option clause. 


(c) The total duration of this contract, 


including the exercise of any options under 
Continued ... 
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Statement of Work 
Improving the Quality of Processes and Organization of the Office of Biostatistics 
and Epidemiology (OBE), Center for Biologics Evaluation and Research (CBER), FDA 


Background 

CBER’s Office of Biostatistics and Epidemiology provides quantitative science support for CBER’s product 
offices. This includes review of regulatory submissions by the Division of Biostatistics and the Division of 
Epidemiology, as well as risk assessments of potential effects of agents of concern for CBER regulated 
products. OBE also conducts applied research in support of CBER’s regulatory mission and has a 
research team to serve as a source of innovation and coordination of developmental activities, including 
those related to evaluating human genomics in biologic product safety. OBE has experienced substantial 
growth and changes in personnel, organization, mission, and financial resources since the passage of the 
Food and Drug Administration Amendments Act of 2007 (FDAAA), primarily due to increased focus on 
enhancing CBER’s role in evaluating and monitoring safety of biologic products throughout their lifecycle. 


In parallel with these developments major scientific and information technology changes have occurred that 
affect OBE and management and support of its staff. These include the need to be responsive to changes 
in statistical methods to improve clinical trials, clinical informatics, bioinformatics and genomic science, 
computational science for laboratory science and risk assessment, and risk communication. Other 
regulatory and policy initiatives that impact OBE’s mission include accelerated approval and the need for 
post-marketing observational studies of effectiveness, initiatives in medical counter measures for emerging 
infectious diseases and potential bioterrorism agents, and regulatory science. In addition, OBE has had to 
respond to evolving relations with other government agencies, especially those within the Department of 
Health and Human Services (HHS) such as CDC and CMS. 


The complexity of managing OBE has increased, both in terms of internal coordination and how OBE 
interacts with other offices in CBER especially the 3 product offices, the Office of Compliance and Biologics 
Quality, the Office of Communications and Outreach Development and the Office of Management. Asa 
result, CBER leadership recognized the need to evaluate the processes for interaction with the other offices 
in CBER and OBE’s organization to improve the quality of OBE’s performance. 


Purpose and Objective 
The purpose of this effort will be an evaluation of current processes for interaction with other offices in 
CBER and within the OBE organization. The specific objectives of the effort are to: 


e Develop an understanding of how OBE functions within the context of the broader system of 
managed review, safety throughout the lifecycle, and regulatory science in CBER; 
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e Review the approach to how OBE itself operates, , roles and responsibilities, interactions among staff 
(especially across organizational units), the support that staff receive from management, and support 
provided by the Administrative Team; target staffing profile and key enabling management processes; 
and 

e Develop a work plan for implementing any recommended improvements and transition OBE to a new 
operating model, as needed with an emphasis on quality improvement. 


Scope 
To achieve the objectives of the potential project, a number of fundamental topics need to be addressed, 
including: 


Defining the objectives for OBE 
e Short term and long term strategic goals and objectives for OBE in the context of CBER, FDA, and 


HHS strategic goals and plans; the focus of this task should be documenting the alignment of 
OBE’s strategic plan with CBER’s strategic plan. 

e Define OBE’s authority for decisions rights and interactions for OBE and other offices; 

e Type and quantity of work that is the responsibility of OBE; 

e Governance structure and decision rights for key processes; 


Evaluation of OBE’s performance from the point of view of other CBER stakeholders 
e Develop and conduct a survey of other CBER offices satisfaction with OBE services and views on 
future needs 


Detailed organizational requirements and enabling processes and systems 
e Size and skills of the workforce: 


e Roles/responsibilities of each organizational unit and staff within each unit; 
e Workload management — prioritizing work, assigning work, overseeing work; 


Description of Deliverables 
The deliverables for this project include: 


Draft Work Plan; 

As-is OBE operations view; 

Synthesis of baseline work conducted by OBE and CBER; 

Refined project work plan; 

Conduct of survey of CBER stakeholders; 

Draft of a recommended improvements to OBE processes, organization and infrastructure; 
Draft report that includes process, organizational and infrastructure improvement options for OBE 
and a recommendation on the option that will enable OBE to meet its objectives; 

e Final report specific for the option that CBER decides to pursue; and 

e Detailed implementation plans (e.g., project work plans, key milestones and implementation 
metrics, implementation team structure, team charters). 


Period of Performance CBER estimates that this effort will be completed within a 6-month timeframe once 
the contract is awarded. 
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Relationship to Other Purchase Orders 
None. 


Project Officer 
Christopher Egelebo Food and Drug Administration, Center for Biologic Evaluation and Research, Office of 
Biostatistics and Epidemiology 


Release of Information by Contractor 
The contractor will not release any data generated by the study conducted under this project without the 
approval of the Contracting Officer Representative. 


Site Visits 

Visits may be required to interview staff in CBER. We recommend up to 10 interviews for OBE Staff, 3 
interviews in each of the product offices, and 1 interview in each of the support and Central leadership 
offices. The expected interview requirement is listed after each office. The Office of Vaccines Research and 
Review(3), the Office of Blood Research and Review (3), the Office of Cell, Tissue, and Gene Therapy (3), 
the Office of Compliance and Biologics Quality (1), Office of Communications(1); and other Center 
leadership (1). Visits will be required to provide status updates and brief Center leadership on the 
proposed changes to OBE processes, organization, and infrastructure. 


Tasks and Activities 


Task 1: Work Plan and Meeting(s) and Kickoff with Project Team 

The contractor will develop a work plan describing the activities planned for each task, the deliverable(s), 
and delivery dates for the deliverable(s) within 15 days of contract award. After submitting the work plan, 
the Project Team will schedule a meeting(s) with the contractor to discuss the details of the work plan and 
any revisions for a final work plan. The Project Team will also work with the contractor to determine 
delivery due dates for tasks 2 through 4 below. 


Deliverables: 
e Draft Work Plan 


Task 2: Understand the current state 
The purpose of this task will be to understand and baseline the current state to build off of existing work 
done by OBE and CBER and identify where additional information and insights are needed. 


The contractor will review existing work including OBE strategic planning materials and information from 
previous interviews and surveys. After synthesizing existing information, the contractor will identify where 
additional information is needed and gather additional data (e.g., organization charts, policies and 
procedures) 

Deliverables 

e As-is OBE operations view 

e Synthesis of baseline work conducted by OBE and CBER 

e Survey results 

e Refined project work plan 
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Task 3: Develop the proposed options to improve OBE’s processes, organization and 
infrastructure in CBER 


The contractor will work closely with OBE and CBER leadership as well as other CBER offices as required 
to jointly identify: 


— internal operational approaches for OBE to further enhance efficiencies, support, and staff 
productivity within the office 

— critical interactions, relationships and dependencies between OBE and other parts of CBER; 

— the responsibilities of OBE; 

— key interfaces between offices in CBER with a focus on OBE’s role in those interfaces; and 

— operational approaches for OBE that could further enhance effectiveness within CBER 


Deliverables 


a draft of recommended options for improvements to processes and organization for OBE, including a 
statement of goals, objectives and responsibilities of OBE; a description and depiction of how OBE 
fits into the broader managed review, safety throughout he lifecycle, and regulatory science systems 
in CBER; and a description of strategies, tactics, policies and constraints on the system. 


a draft report that includes: 
— Infrastructure, responsibilities, governance and decision rights of the divisions. 


A final report for OBE and detailed process requirements specific for the option that CBER decides to 

pursue, including: 

— Statement of goals, objectives and responsibilities of OBE 

— Description and depiction of how OBE fits into the broader managed review, safety throughout the 
lifecycle, and regulatory science systems in CBER 

— Description of strategies, tactics, policies and constraints on the system 

— Recommended activities and interactions between OBE and other offices and between OBE work 
units 

— Target staffing profile, including size and skill set of personnel 

— Recommended operational processes for both external and internal processes 

— Recommended processes for evaluation and continuous improvement 


Task 4: Prepare for and start implementation (Optional) 

The purpose of this task is to provide initial support to OBE to ensure successful implementation of the 
selected option. The contractor will work with OBE to communicate the plan to OBE staff, develop 
implementation and training plans, develop the implementation team structure and identify personnel to 
lead implementation teams, and kickoff implementation teams and begin implementation. 


Deliverables 


Detailed implementation plans (e.g., project work plans, key milestones and implementation metrics, 
implementation team structure, team charters) 
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PERSONNEL 


Employee Development and Staffing 

The contractor shall provide a stable, competent work force to perform each task order. 

The contractor shall promote among its personnel the importance of gaining insight and appreciation about 
the organizational structures of CBER and its mission, policies, and organizational preferences. The 
contractor shall institute procedures to refresh and enhance this knowledge and understanding. Employees 
shall remain technically current in their fields of expertise. 


Key Personnel 

Continuity is critical to successful contract execution. The contractor shall not divert key personnel without 
the prior written consent of the Project Officer. In the event substitution becomes necessary (e.g., an 
employee's departure from the company or medical disability), CBER may require that the contractor 
provide replacement personnel. The contractor must demonstrate that the prospective substitute personnel 
possess qualifications commensurate with those of the personnel being replaced. CBER reserves the right 
to disapprove the proposed substitutes. 


Specialized Expertise 

In the performance of this SOW, the contractor may require access to highly specialized management or 
training skills or industry knowledge that the contractor may not have among its available employee base. 
Under these circumstances, the contractor may acquire these temporary short-term resources through 
other means. This contract requires that the contractor have quick and expedient access to these types of 
specialized business management consulting capabilities. 


Necessary Qualifications of Personnel 
To successfully fulfill the objectives of this contract, CBER has determined that the following skills or 
knowledge are essential: 


Knowledge of FDA regulatory authority 

Knowledge of CBER missions and business practices 

Knowledge of FDA Plain Language guidelines 

Knowledge of CBER managed review process, safety throughout the lifecycle and regulatory 
science programs 

e Federal and Agency Standards and Policy 


The contractor shall abide by all FDA and federal regulations, policies, and procedures in effect during the 
contract period of performance. This includes all changes in laws, regulations, policies, and procedures as 
they evolve during the contract period of performance. 


PLACE OF PERFORMANCE 
The majority of work under this contract is expected to be conducted at the contractor's site. Work may 
also be conducted at FDA offices in Rockville, Maryland. 


ORGANIZATIONAL CONFLICT OF INTEREST 
The contractor and all of its present and future affiliates and subsidiaries agree to: 
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e Neither compete, nor assist others in competing, for any procurement of the supplies or services 
that are described in the documents delivered by the contractor under this delivery order; and 

e Not furnish, either as a prime or subcontractor, the supplies or services that are described in any 
procurement that is based upon the documents delivered by the contractor under this delivery 
order. 


The above prohibitions shall also apply to the contractor's employees, subcontractors, consultants, or any 
other person who participates in the performance of this delivery order. The contractor shall require such 
persons to sign a statement agreeing to the above restrictions. The original of the above statement shall be 
provided to the Contracting Officer prior to the person beginning work under the delivery order. The 
contractor shall sign an agreement to protect proprietary information prior to receiving the proposals, and 
the companies proposing on this requirement shall agree to the contractor's review as a condition of 
submitting their proposals. 


REPORTING REQUIREMENTS 


The contractor will send an invoice at the completion of each task to the Contracting Officer's 
Representative. Attached to the invoice will be the following detailed information: 


e Written reports identified under "Deliverables" 
e Monthly Status Report of task deliverables-due at 5 business days following the end of each month 
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